Animal and Plant Health Inspection Service, USDA

the Animal and Plant Health Inspec-
tion Service pursuant to §116.5 of this
subchapter.

(Approved by the Office of Management and
Budget under control number 0579-0318.)

[38 FR 23512, Aug. 31, 1973, as amended at 56
FR 66783, Dec. 26, 1991; 72 FR 17798, Apr. 10,
2007]

§105.4 Termination of licenses and
permits for inactivity.

(a) If a biological product has not
been prepared by a licensee, or im-
ported by a permittee for a period of 5
years or more, the Administrator may
require the licensee to show intent to
resume production, or the permittee to
show intent to resume importation,
within 6 months of notification. If the
licensee does not resume preparation,
or the permittee does not resume im-
portation, within 6 months of notifica-
tion, or within a mutually agreeable
period, the product license, or permit,
may be terminated by the Adminis-
trator.

(b) When a license or permit is termi-
nated, the licensee or permittee shall
continue to be subject to the applicable
records provisions of §116.8.

[61 FR 52874, Oct. 9, 1996]

PART 106—EXEMPTION FOR BIO-
LOGICAL PRODUCTS USED IN DE-
PARTMENT PROGRAMS OR
UNDER DEPARTMENT CONTROL
OR SUPERVISION

AUTHORITY: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

§106.1 Biological products; exemption.

The Administrator may exempt any
biological product from one or more of
the requirements of this subchapter if
he determines that such product will
be used by the Department or under
the supervision or control of the De-
partment in the prevention, control or
eradication of animal diseases in con-
nection with (a) an official USDA pro-
gram; or (b) an emergency animal dis-
ease situation, or (¢) a USDA experi-
mental use of the product.

[45 FR 65184, Oct. 2, 1980, as amended at 56 FR
66783, Dec. 26, 1991]

§107.1

PART 107—EXEMPTIONS FROM
PREPARATION PURSUANT TO AN
UNSUSPENDED AND UNREVOKED
LICENSE

Sec.

107.1 Veterinary practitioners and animal
owners.

107.2 Products under State license.

AUTHORITY: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

§107.1 Veterinary practitioners and

animal owners.

Products prepared as provided in
paragraphs (a) and (b) of this section
and establishments in which such prod-
ucts are prepared, shall be exempt from
preparation pursuant to unsuspended
and unrevoked establishment and prod-
uct licenses. Persons exempt from li-
censure under this part shipping prod-
ucts which contain live organisms shall
provide any information the Adminis-
trator may require prior to shipment,
or at any other time deemed necessary,
in order to assess the products’ safety
and effect on the environment. The
shipment or delivery for shipment any-
where in or from the United States of
any exempted product which is worth-
less, contaminated, dangerous, or
harmful is prohibited, and any person
shipping such product, or delivering
such product for shipment, shall be
subject to sanctions under the Act.

(a)(1) Products prepared by a veteri-
nary practitioner (veterinarian) solely
for administration to animals in the
course of a State licensed professional
practice of veterinary medicine by
such veterinarian under a veterinarian-
client-patient relationship and estab-
lishments in which such products are
prepared shall be exempt from licens-
ing under the Act and regulations.
Such a relationship is considered to
exist when:

(i) The veterinarian has assumed the
responsibility for making medical
judgments regarding the health of the
animal(s) and the need for medical
treatment, and the client (owner or
other caretaker) has agreed to follow
the instructions of the veterinarian;
and when

(ii) There is sufficient knowledge of
the animal(s) by the veterinarian to
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